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ro(7T!S7T 

yt 9 jfy, 199 5 

m.TT.Tr. 494 (51) ■—5fF3fy Ryryy 

f'T’TTT, 1 9 45 sp"^ % ’TlfiTT^r 

firyiTT ¥T jrof'T, 5ftTfJT 50"^ yyi'jy yi^rifT 
1940 ( 1940 23 ) aro 12 5/^3 

ehtt 33 ^ 513 'ffniT %^i3m, 5TiiTav,'j|, 

^TPT 2, 3, ■ 33 ^'J^ (i), yi'^TN 28 1994 

ii 755 y. 1 y 'T'^ 4 37 3133 

-^T qfryTT fTflFr) Trr 

if. 3T.3T.f3. 5 4l(3l), 3T'=’^ 28 

1994 y TPPlf^TTT f^l ^3T at, ^3 

£3f333f A fSf3% 33^ 5r'3lf^ ^'l^ ^ff 3'3T33T yf, 
^ c 1TT>7 # 333 ?Tfy3^T 3 333 ^7333 

3?r 3f33T 333T 3TT 33'3‘y 3131 3^33 31, 3 I 3 f33 33 
OTTft3 3 3^, 3TKf3 Wtt 35TT3 3t3 3^; 3 ; 


5rl'T ^^3 31333 T3 3f33T 2.8 f33T33j 1994 
3f 333T 3T TT35y 31^1 3> 3^ «ff: 

sjfr %rs^ir 5r7-3K 3 333 3Tl?3 fH33f % 33y 
3 ' 3331 3 TTT'TT 5TTmf 3,?TT3T 33 f33T3 33 
f33r t; 

5T3:. m, %^3f3 3i;3T3, 333 5i-f¥333 3ff 3m 
1 2 3Tf3 tTT3T 33 3KT 333T ^f333f 3^1 33f3 3^^ 
|t5, 5rf3fy 5113 333r>rrT 33T^R 3li 3 3TTTri!T3;33 
% 35373 Ti'tyfy i5ft3 33TU3 3T33f f333, 1945 3T 
5ft3 33T>J3 3Tm ^ f^n; f3C3f^f^3 f333 33T3f 
I, 513)3;— 

1 . ( 1 ) ^3 f333T 3T yfecy 3T3 ?ifqfa 3ftT 
33T'33 31331 (3t33T 33m) flT33, 199 5 t 1 

( 2 ) 3 3333 3 33T3T3 3ff 3T 3331 

?33 I 

3 . 3Tqfa 313 33133 f333, 194 5 (f33 ?:33 

^3^ 3m3_ 333 f333 TST 33T t) 3 f333 85T 


1T5.> 01/95—1 
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^ TO: WPlrT Ppil 

Wri;:— 

"85. Tsp. ?T?^5rft'T finT ^1^ IR 
& pTTV^TJT-'lTT'Sn'R TTlfWlft, W ^ ^ 

CV -0 ■ 

JT?:'! 25-^ T^T-26-^1 ^ 

ITT iTTiiPTir ^ ^'FT fTOR f^*i'ror 

Ptrin ^nrr JT^mfra- ^ itt f^FTr m t, srf^f^ 

«|t ?TsfI^ fiTiFRT il’F iTT^Tftrr PrdisFPl aiTT fT(tefnn 
«F7TtIirT I fr^tSFT qflST: % UPPfV WIT, ^FRT 
HTfiRff ^'TrtifTr ^ fwlfw ^ % 

Wlf^TT ITT ^TtflTT iT^V i^tt Wwf'T TTf^HT 
^T ?fri; Wtwt f^'tr ^ ^T^ qrriff % wt^Tsutt 
qrlfl'q' ^ fTirtf^ f^PiI Tit tt ftTif^rr 
ftnr UTT TTrarti iFT fttafTOT tt TTirr/iitn the 
fWrftr ftnr wlTTt TrtW' ^tTift^ ^ 

*T^cTTtI tT 5rtT ^RTr/'rtt i ti? ?rr^TT t ftii w 
wfr tt (fr^3:?rT % tit t %^x tteitit ^TTf;:- 

T^T, PrfwW TrTtr, 'rftwq- sntsfirtr tt 

’WTTH'I Iptl tt ?ITtT^ % WTct tV tit ^FTTltt 

J j* cs 

<j t' Ritriftfi cfhrtgr tt ^ tV ^r^witf ^tttt 
% ?Trrr 1 t RfiTTlftT TETT tit 
gr'TfTit t^tl sTTwrtr tl tt TtlOT ^itiTr tit i3t|' 
Tr?TTfTT ^?:tt I 

85 rar. fttlwor irtr ftrts—MIsTTr ?rTiTr 
ftttW'JT 'j;^tT Tt^ % qrwi; fttV^rr % it 

?rT^ ftiFT t# gee RTTI ftriTfewf TTf^T tfT fTT^ 
Tif-TRITT: rtfrt STfrSTTTT STTitTir^I tl WTr/tTiTI 

8 51?T. STTTlftr TI f^TT ^TTTT TT flPI 3nt t 
fVTT WTT— 

(1) RT.JTT'ET JITftiFTtl TT, >1# tit TTT 
Tt^ % TTTT?!, tl^ tT wmr wt, 
T? lETTHTT WIT | ft % ?I<fhT TTlt: Tt 

fiETtf tl ITTWtf TIT Tr^eTrSFr ftTT TTT | sHt 
RTsrftr tl vitf TTr ?TftTf^«r % ^tetTt twc to; 

TT TT-TTItn ftTT WITT, tt T? ST^Pr 2 5—T TT 
SEFT 26—T t Tit TTWf*^ tTl TT TWTT TTIT"’^ 

T^TT I ' 

( 2) Tft ?FJ?ITTT JTTftntr TT ^TT TTR WTOTT 
ttfri t, tr T? Tntar tr wmt ttt 
*nt7T t 1 TPT'Sftl t TTt?T 3flt t TW, fTTTT 
TFprftr fti 3nt TT ^3tm T=fiTt«i ftr ^ t qt 
Ttl TItTr TTITtW t, ^ftFT Ttn tit TTltsT' tT 
ftflSTT fTfIt tt ITT Tft TT TIWT TtTTT I 


[PART II-.-SEC. 3(i)] 

85T.t. Wf'^ t 'TFWT tit «irtlET TttT— 
itPt ?r?pift?r % tl 

WT tl TT^ t tI?F, ?rwm iTTfantl tt ^ 
TTftcT ®PtTr TTftTPTT ifltT tl ttl Tt fTqr iTTr 
I 5Tlt TTTTT tTt tr fT>'l¥nii- tltr wr Ttrr tl 
?TT5lFt TTflintl, ^ tit pTtIWiT Ttrt It 
TS tFPT TTTTWR ^ tTFTT ^ fT JTTSlf^ f^Tir inT tttfl 
9ltt TT TTiJWTT ^Ft fWI TPTT % IT^ 2 5—^ ^TT 
sT^q 26—q t ?FT5if<i qt ?i%itt i 

85t.t. tr^q Trtqrt tl sitf^ tw— tri 
3 it 1^, tr wtjstrt sTTftTrtl 3:rtr TiftT wt 
trtlq iTTJrfFT 5rTt qr 3TT% Ttttrtoi t ssvqnT 
qit% qit ^^qi t t. tl ^ifti tl 

^nflg- t qsq fft ^ thrt treFqTTtTTt tt ^ttIt qit 
q%TTT tit trsq TTtnt, ttttft tr lltl qtt ^ 
qiF tr a tr Tg sTTwr^i wt sfltTaq-iT sqfw tr wrt 
t g T T^ T ^ giT qrtr qq trqtrt %q % tttrt, i^ffT ?n^ 
qif^ Tt TT^ tT Tff wt l" 

3. TW hniF It 1 :i9qr T tj^rt fqrtfTftt 

fWT tr-.wrftt ftR wtl, ?T(!Tlt ;— 

‘‘i39^qT. !T5j?if^ wr ITT q^qrnir t 

qt ftfterq-’trqnm snfiprrrtl, ^tt wr % sTtlr 

sr^TT 32, q^ 32^; TT t^q 331 tit jpjsrftr 
^nt qr T?!% qtlqitPT t q^ilt t«Tiqq qq, fwt 
f^ftqk fqeqr wtt qt«nfrq t tr ftqi tr tgr 
?rftftqq % qthr ItfTT ^ nr ?Tfw ffifr^Ttf STti 
Rrftstq qtTTnr i hn^tsiqi qrt^srt % Titr vrrqt, t^it 
3flt mfatr tl q^srr qtqr/qrtrr silt fqtrftr fqo; 
^ t fere wfifiRT m hmtftj tl ^ t^ 
qhPTT qq tit MqqW fTt qrt qarrtf twitr- 
qTtrq tit qfrarq % ftte fqqlfqq fTo; wr qrt qr 
Pittfqq fqiR ^JTT t^ TTiatr Tifttisiw vfi 
tit fqqtftr f^ ^nt qrt qqtTtI qrtqrfT^ tr 
qftqr ^rtentr ^ ttt i q^ mtqq t fw. 

qir ^pqtr tl WSTT t W t srlt q^TTT qqttti 
JFjf^rftqq?, fqfqq'FT, tfti, qtl^w TTtqtr tr 
’Tlarrtr qq ?rqqTTq qtt tr qr^qr % WT«t qt 
a.'It q^Tjtl q 1 1 TTfirqrftiiT "Tttttr ttJ ^nt tl 
Rlsrra^'t" % Tirq qfsq ^ t wr 2 t trhrqifqq 
tl^ TitTt tqsrr srlantr ^ tl q^tr q^qr 
qlt TpqrfTr qi^qr 1 

lAg^pq. ftrlaTtr ?Ttr ftq1t—ftflsiT, qqqr 
fqtlatq qtT qitq % q?qRT fqflwT % tr^ qgq qt 
?Tqq fqiqt gir !mr fqqqfttf qfgq rr^ fsp^^ 
fqtqRqqi fqM qqjmtq qrfgqqfl tr ttqT/'.1tq I 
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«Ft ; irartrOT 


139CT.—?T^STffc^ ^ f^ilT '?FT ^TT ^ ^ 


^npfr f(ti'i| I — 

(1) ?ppTm srrfnmfr p.^fr sn^r 

% 'TVTRi; q'k fr, 'sft w ?mw, 

fr ^^rrar 11^ sTfarf^rim % ?rtfr^ ^rmj; 
f^jrm spt w^ttTrafi w w | aff^ 

?rprf^ ^ i?i^ 3fk % ?T^ 5RTTT ipT 

f^wm ^'t Pm ^rw, ^'t ^ wt 32, 

32T ^n- 33 Jf !irfT?rf^ t^rr itt 

^'<fPb<'Ji ^^rnr i 

/ 

( 2 ) qpc ?f^?TW^ JTTfy^ ^r ^!!T 5r^ ^mrar^ 

^ ?Prr I m vt jf^nr 3fK 

^ P# JTm^ % 3fh; # w f^ffm 
55i^;5Tl^ Pnr ^ ITT ir^pp^ Pfnr ^t^t ?t q? 

irm qr^nr sfk «n3?qT ^'r 

Prft^rqr fTcftJ stPt q^r ^irr i 

1 3 .—% 'Tm^ aftr Wlt^ IRITT—itPt 

sn^^, ^PT^tPiT % f^ JTl'^ ^ JTPP^' % BI^iTTTr 
^ % ■TfffTT ^T^TRT 

I PfT ^rfiiTfiRr 5i7ff qir q-iT iRpm m ^ sfiT'rqw 
Rxr qfr Prftw q?TTT w ^rrm % ^ sr^'R 
srrf^qRV, irtV ^ftr +<, 1 ^ % qv^rrcj 

sirmiiFT ?'r Pp ftrr qrr^ ^Rsft 

qrr stsjttrt r: fm m f, ^ 32, jtrt 32'Tr w( 
ir^ 33 ir sfRJTfR ^ifr ^r^r i 

139^'s ^.—Tm TTTqnr qrr ^rfPr 

sitPrt, qfr 5rT5TTRT TTTtOTrft srcr ttP:^ ^tt 'rit % 

?T^iT 5PJ?TfR ^ R TTT% 'Ifll'+'i'JI 

?TR'9r TT 3iTf<R t, ^Tliw spt RpR # arftW 
^T ITR f?iT % 'FfRT rrqiT rnSTR WA ?rfPT IR T1%ITT 
Slti: ITR 3R3rrr, RTR q?T pjft qpR % qm^ 
qfr sr^ RJiwqi TTq^3 ^jtPft qiT Rq% # 

?rRTr^ fpR ^r ^r^TTn; ^ % qmrj;, ?tt$w 

qiPcrT qri: TT%ift qfr ^ rti^ i” 

l*T. 10 l4/l 5/93-ft.TTTf ,it?t, 

qr.TCq^.i^.j 
nt?T^r RJ^RT TTf^sr 

?tWt im^IRRirsfT fiRiT, 1945, l-5'70 ?R>' 
yUlOTlfUd ^ ir RRR ^ 'Tf<j(f< =hWW IT^^IT 

(RTf«T ftw) ^3q^$r? Jr iwr (fNfe *fk jrtter to^, 

irfffpRfT ^lY'^ f4RT (^r.^.ifr. a,a) '^Y Tifft^rtYRr |, 


?Prfw ^ I d<^«-qir| gw feriff Sr mw ^ T^q^ 
^^ 2 , wr ( 3 ) (i) ir !Tq:rftTcr Pri^gPrfeT sTfsr^^JTTm 
STTT g^ftfer fqn^ Ri; |:— 

1 . TTT.W.Pt. 1241, clTft^ 6-10-1979 
2- TTT.W.pT. 1242, cTKW 6-10-1979 

3. HT.W.Pt. 1243, tntPj 6-10-79 

4. gr.W.PT. 1281, arTfPj 12-10-89 

5. Trr.w.fg. 430, rfirtij 19 - 4 - 8 O 

6. Tn.w.Pr. 779, rntPi 26 - 7-80 

7 . gT-W-Pr. 540 (?t), 22-9-80 

8. TTT.qrr.Pr. 680 , aritPr s- 12-80 

9 . HT.W.Pt. 681 (?T), mfru 5-12-SO 

10. HT.W.Pr. 682, (?T), grft'T 5-12-80 

11 . TTT.w.Pr. 27 (tt), grftqr 17 - 1 -si 

12 . TTT.W.Pt. 478(?T), cTTfrU 6-8-81 

13. Trr.w.Pr. 62 (?t), ^rtm 15 - 2-82 

14. TTT.W.Pt. 462, (tt), crTfr*? 22-6-82 

15. HT.W.Pr. 510 (9T), gTTtlsr 26-7-82 

16. R.sFT.Pt. 13(?T), TrTft^26-7-82 

17. HT.W.PT. 318 (it), TTrfr»5r 1-5-84 

18. gr.W.pT. 331 (?t), cnfr'J 3-5-84 

19. TTT.W.Pr. 460 (?t), HTfr*? 20-6-84 

20. HT.W.Pt. 487 (?t), ?n^)9- 2-7-84 

21. TrT.W.Pf. 89 (?t), crrdlff 16-2-85 

22. ’TT.W.Pr. 788 (st), ?Trd^ 10-10-85 
23- TTT.’PT.Pt. 17 (5T), gTrrfJ 7-1-86 

24. TTT.W.Pt. 1049 (tt), giTtW 29-5-86 

25. TTT.W.Pt. 1060 (W), d'r^ly 5-9-86 

26. gr.W.pT. 1115 (st), 30-9-86 

27. Tn.w.fg. 7 i(tt), cnfr^ 30 - 1-87 

28. HT.W.fiT. 570 (tt), cTTfllJ 12-6-87 

29 . TTT.W.Pt. 626 (^T), rTrd<3r 2-7-87 

30. TTT.W.Pt. 792(*T), mftiJ 17-9-87 

31. gr.w.Pr. 371, (it), 14 - 3-88 

32. TTT.W.Pt. 75(it), 2-6-88 

3 3. TTT.W.Pt. 675 (it), TTTd^I 2-6-88 

34. ^rr.w-fq. 676 (w), 2 - 6-88 
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3 5. \ill (5f), 2-6-8R 

38. ^T.srrrfr. gso (?r). 8-8-88 

37. »TT.^.f^T, 735 (^l), m’Tpg' 24-8-88 

38. 813 (?T), =TTfpJ 27-7-88 

31). ’TT.^Tfr. 844 (’4), 21-9-88 

40. 43 (sr), ?Trrp3 20-1-89 (Plfew) 

41. 44 (?r), TRt'a' 20 - 1-89 (sjfe'm) 

42. JTT.^TT.f^. 100 {^), 1-1-2-89 (iJ^feo^) 

43 . ’TT.TT.fFT. 443 (34), 12-4-89 

44- iTT.^.fT. 588 (34), 2-8-89 

45 . 891 (^r), i^Kig- 11-7-89 

48. 3TT.^.f34. 784 (34), cTRW 28-8-89 

47 . J1T.TT.fT. 18 ( 33 ), TFPT 1-10-89 

48. JTr-TT.fr. 731 (34), TRlJiT 2.1-8-90 

49. TT.TT.fT. 885 (t), TPW 25-10-90 

50 TT.TTfr. 1] (34), TPT'T 7-1-91 

51. TT.TT.fT. 223 (34), TFJIT 19-1-91 

52. TT.TT.fr, 2 48 (?4), THW I-.5-91 

53 . ’Tr.TT.fr. 301 ( 34 ), TPW 7-6-91 

54 . TT-TT.fr. 302 (34), TTTTf 7-8-91 

53 . TT.TT.fr. 49 1 ( 34 ), TPT'? 2 5-7-91 
58. TTTT.fr. 495 (t), TPf'T 25-7-91 

57- TT.TT.fT. 532 (31), TrCnsT 14-8-91 

SB. TT.TT.fr. 826 (34), TTfOT 14-10-91 

39 . JOrTT.-^. 668 ( 34 ), 7-11-91 

60- TT.TT.fT. 730 (34), TRfJlT 10-12-91 

81. TT.TT.fT. 59 (w), TT^fla 22-1-92 

62. 3TT.TT.rT. 305 (tt), TlA'i' 4-3-92 (i5f.yTT) 

b3. JTT.TT.fr. 44 5 ( 34 ), TTTT'iT 3 0-4-9 3 

64. JTTTT.fr. 397 (54), TFVlT 17-8-9 3 

6 5. TTT.TT.fT. 6 83 (54), TROf 3-7-9 3 

86. TTTT.fr. 723 (5 t), TTftJJ 11-8-92 

87- TT.TT.fr. 79 8 (54) TPff'J 1-1(692 

88- TT.TT.fT. 877 (54), TtYitj 17-11-92 

89- TT.TT.fr- 904 (54), TT^PT 2-12-92 

70- TT-TT-fr. 923 (54), TTfpT 14-12-92 

7 1. TlTT-fo. 27 ( 34 ), TP!PJ 22-1-93 (Tr-^T-T) 


72. TT-TT-fr. 28(54), Tlft'a' 22-1-93 

73 . TT.Tr.fr. 86 ( 54 ) nfPr 20 - 2-93 

74. TT.TT.fr. 2 96 (54), rr5T(T 2-F3-93 

75- n.TT.fr. 373 (54), TifT'a’ 13-4-93 (wferr) 

76. rTTT-fr. 374 (54), TlfW 13-4-93 (Tlfew) 

77 . TT-TT-fr. 4-17 ( 54 ), rrfT(g- io-G -93 (TTferw) 

78. rT-TT.fr. 858 (5T), TPClrr 19-10-93 
79- TTT.Tfr. 673 (r!, TP^T 37-10-93 

80. TT.TT.fr. 108 (54), 22-3-94 

81. rr.TT.Ir. io9 ( 54 ), rn^g- 32 - 3-94 

82. TT.TT.fr. 370 ( 54 ), TRTer 7-4-94 

83. ’TT.TT.fr. 486 (54) nffg" 17-5-94 
84 TT.TT.fr. 815 (54) TT^iS' 9-8-94 
85. TT.Tr.fr. 659 ( 54 ) Tr^fT 31-8-94 
8 6. rr.TT.fr. 6 78 ( 54 ) nfr^g' 6 - 9-94 

87. TT.TT.fr. 811 (T) TlfT^ 14-11-9 4 

88. TT.Tr.fr. 8 12 (t) Trft'T 14-11-9 4 
8 9. TT.TT.fr, 850 (t) TTffJJ 7-12-94 
.90. Tr.Tr.fr. 55 ( 54 ) rr’^f’T 7 - 3-95 

91. tt.tt.It. 59(54) rrjfg- 7 - 2-95 

92. TT.Tr.1r. 93 ( 54 ) TPCfg" 2 4-2-95 


MINISI RV OF HEALIFI AND FAMILY 
WELFARE 

(Deparpncnt of HcaI’Ii) 
NO’IIFICATION 
New Delhi, the Olb .June. 199.5 

G.S.R. 493(E).-—W'hereas a draft of certain rules 
further to aracncl the Drugs and Cosmetics Rules, 
1943, were published as required by sections 12 and 
33 of the Dmgs and Cosmetics Act, 1940 (23 of 

1940), at pages 4 to 7 the Gazelle of India, Extra¬ 
ordinary Part II, Section 3, Sub-section (i) dated the 
28th June, 1994 under the notificjtioii of the Govern¬ 
ment of India in the Mimstry of FJealth and Family 
Welfare (Department of FIcaUhJ, No. GSR 541(E), 
dated the 28th June. 1994 inviting objections and sug¬ 
gestions from all persons likely to be alfected thereby, 
before the e.vpiry of Thirty days from flic date on 
which the copies of the Oiliciai Gazette containing the 
said notification were made availabjc to the public; 

.\iiil wiieic,s copies or the said (oizctrc- were made 
a'.riilable to the iniblic on the 33rd ScpteirjL)cr. 1994; 




[•AR II—3(i)] ; tmrarOT 


And whereas the objections and suggestions received 
from the public on the said draft rules have been con¬ 
sidered by the Central Government. 

Now', therefore, in exercise of the powers conferred 
by section 12 and 33 of the said Act, the Central 
Government, after consultaiio;i with the Dnigs Tech¬ 
nical Advisory Board, hereby makes the following 
rules further to amend the Drugs and C’osmetics Rules, 
1945, namely ;— 

1. (1) These rules may be called tlie Drugs and 

Cosmetics (Vth Amendment) Rules, 1995. 

( 2 ) They shall come into force on the date of 
their publictition in the OfUcitil Gazette. 

2. After rule 85(E) of the Drugs and Cosmetics 
Rules, 1945, (hereinafter referred to as the said 
rules), the foUowing rules shall be in^iertcd, namely ; 

“85 EA. Erspection before grant or renewal of 
liocncc.—E^fore a liecnoe undej- this Part is 
granted or renewed in Foim 25-C nr Form 
26-C, the licensing authority shall cause the 
establishment, in which the manufacture is 
proposed, to be conducted or ocing conduc¬ 
ted, to be inspected by one or more Inspec¬ 
tors shall examiiic all poilions of the pre¬ 
mises, plant and appliances and also inspect 
the process of manufacture intended to be 
employed or being employed alongwith the 
means to be employed or being employed 
for standardising a.id testing the substances 
to be manufactured and inquire into the 
prafessional qualifications of the technical 
staff to be em^oyod. He shall also examine 
and verify the statements made in the appli¬ 
cation in regard to their correctness, and the 
capability of the applicant to comply with 
the requirements of competent technical 
staff, manufacturing plants, testing equip¬ 
ments and the requirements of plant and 
equipment as laid down in Fart I of Sche¬ 
dule M read with tho requirements of main¬ 
tenance of records as laid down in Sche¬ 
dule D. 

S5 EB. Report by Inspector,—The Inspector or 
Inspectors shall forward a detailed descrip¬ 
tive report giving his or their findings on 
each aspect of inspection alongwith his or 
their recommendations after completion of 
his or their inspection to the licensing autho¬ 
rity. 

85 EC. Grant or refusal of licence.—(1) If the 
licensing authority after such further en¬ 
quiry, if any, as he may consider necessary 
is satisfied that the requirements of the rules 
under the Act have been complied with 
and that conditions of (he licence and the 
rules under the .^ct shall be observed, Ijc 
shall grant or renew a licence in Form 25 C 
or Fonn 26 C. 

(.■-’ ) li The licensing uudicm^ is aut so satisfied, 
be shall reject the apirlication and sliali in¬ 


form the applicant of the reasons for such 
rejection and of the conditions which must 
be satisfied before a licence can be granted 
or renewed and shall supply the applicant 
with a copy of inspection report. 

85 ED. Fmther application after rejection,—If 
within a period of six months from the re¬ 
jection of an application for a licence, the 
applicant infonns the licensing authority that 
the conditions laid dow'n hg,ve been fulfilled 
and deposits an inspection fee of rupees 
fifty, the licensing authority may, if, after 
causing further inspection to be made, he is 
satisfied that the conditions for the grant of 
licence have been comphed with, issue a 
licence in Foim 25 C or Form 26 C. 

85 EE. Appeal to the State Government.—Any 
person who is aggrieved by the order passed 
by the licensing authority refusing to grant 
or renew a licence under this Part may 
within ninety days from, the dale of receipt 
of such order, appeal to the State Govem- 
mepi and the State Government may, after 
such enquiry into the matter as is considered 
necessary and after giving the .said person an 
opportimity for representing the case pass 
such order as it thinks fit." 

3. After rule 139A of the said rules, the following 
rules shall be inserted, namely :— 

“159 AA. Inspection before giant or renewal of 
licence.—^Before a licence under this Part is 
gianted or renewed in Form 32, Form 32 A 
or Form 33, the licensing authority shall 
cause the establishment, in which the manu¬ 
facture is proposed to be conducted or being 
conducted, to be inspected by one or more 
Inspectors appointed under the Act. Thp 
Inspector or Inspectors shall examine all 
portions of the premises, plant and applian¬ 
ces and also inspect the process of manufac¬ 
ture intended to be employed or being em¬ 
ployed alongwith the means to be employed 
or being employed for standardising and 
testing the substances to be manufactured 
and inquire into the professional qualifica¬ 
tions of the technical staff to be employed. 
He shall also examine and verify the state¬ 
ments made in the application in regard to 
their correctness, and the capability of the 
applicant to comply with the requirements of 
competent technical staff, manufacturing 
plants, testing equipments and the require¬ 
ments of plant and equipment as laid down 
in Part-11 of Schedule M read with the re¬ 
quirements of maintenance of records as laid 
down in Schedule Ul. 

139 AB, Report by Inspector.—The Inspector or 
Inspectors shall forward a detailed descrip¬ 
tive report giving his or their findings on 
each aspect of inspection algugvvith his or 
their jeroinmendaiious after oorapletiou of 
f-K 01 iheir iDspeeiH'n to the 'licensing 
authcrity. 
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139 AC. Grant or refusal of licence.(l) If the 
licensing authority after such further en¬ 
quiry, if any, as he may consider necessary 
is satisfied ihat the requirements of the 
rules under the Act have been complied 
with atid that the conditions of the licence 
and the rules under the Act shall be observed^ 
he shall giant or renew a licence in Form 
32, Form 32 A or Form 33. 

(2) If the licensing authority is not so satisfied, 
he shtdl reject the application and shall in¬ 
form the applicant of the reasons for such 
rejection and of the conditions which must 
be satisfied before a licence can be granted 
or renewed and shall supply the applicant 
with a copy of in.spection report. 

139 AD. Further application after rejection.— 
If within a period of six months from the re¬ 
jection of an application for a licence, the 
applicant informs the licensing authority 
that the conditions laid down have been 
fulfilled and deposits an iuspectiou fee of 
rupees fifty, the licensing authority may, if, 
af’er causing further inspection to be made, 
he is satisfied that the conditions for the 
grant of hecnce have been complied with, 

i8.sue a licence in Form 32, Form 32A or 
Form 33. 

139 AE. Appeal to the State Government.—Any 
person who is aggrieved by the order passed 
by the licensing authority refusing to grant 
or nenew a licenpe under this Part may 
within ninety days from the date of receipt 
of such order, appeal to the State Govern¬ 
ment and the State Government may, after 
such enquiry into the matter as is considered 
necessary and after giving the said person 
an opportunity for representing the case, pass 
such order as it thinks fit,” 

[No. X-110l4l5l93'DMS&PFA] 
SHAILAJA CHANDRA. Jt. Secy. 


Note :—The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the 
following notifications published in Part-Il, 
Section 3, Sub-section (i) of the Gazette of 
India, namely ;— 

1. G.S.R. 11341 dated 6-10-1979 

' (j 'TF- 124? dated 6-10-1979 

3, G.S.R. 1243 dated 6-10-1979 


4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E), dated 22-09-1980 

8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(fi), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R^ 331(E), dated 8-05-1984 

19. G.S.R. 46a(E), dated 20-06-1984 

20. G.S.R. 487(E), dated 2-07-1984 
21'. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. i7(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. Iil5(E), dated 30-09-1986 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E), dated b2-06-I987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371 (E), dated 24-03-1988 

33. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-J988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R. 813(E)^ dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 Corrigen¬ 

dum 

40. G.S.R. 43(E), dated 20-01-1989 Corrigen¬ 

dum 

41. G.S.R. 44(E), dated 20-01-1989 Corrigen¬ 

dum 

44 . G.S.R. lOG(E), dated 14-U2-19S9 Coxiigen- 

dum 
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43. G.S.R, 443(E), dated 12-04-1989 

44. G.S.R, 588fE), dated 2-06-1989 Corrigen¬ 

dum 

45. G.S.R. t.9[(E), dated 11-07-1989 

46. G.S.R, 784(E), dated 28-08-1989 

47. G.S.R. I6(E,). dated 10-0M990 

48. G.S.R. 731(E), dated 33-08-1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R, IKE), dated 7-01-1991 

51. G.S.R. 223(E), dated 19-04-1991 

52. G.S.R. 246(E), dated 1-05-1991 

53. G.S.R. 301(E), dated 7-06-1991 

54. G.S.R. 302(E), dated 7-06-1991 

55. G.S.R. 491(E), dated 25-07-1991 

56. G.S.R. 495(E), dated 25-7-1991 

57. G.S.R. 532(E), dated 14-08-1991 

58. G.S.R. 626(E), dated 14-10-1991 

59. G.S.R. 668(E), dated 7-11-1991 

60. G.S.R. 730(E), dated 10-12-1991 

61. G.S.R. 59(E), dated 22-01-1992 

62. G.S.R. 3()5(E), dated 4-03-1992 Corrigen¬ 

dum 

63. G.S.R. 445(E), dated 30-04-1992 

64. G.S.R. 597(E). dated 17-06-1992 

65. G.S.R. 663(E),dated 3-07-1992 

66. G.S.R. 723(E), dated lJ-08-1992 

67. G.S^l. 796(E), dated 1-10-1992 

68. G.S.R. 877(E), dated 17-11-1992 

69. G.S.R. 904(E). dated 2-13-1992 


P»|| I .. . ■■ II 

70. G.S.R. 923''E), dated 14-12-1992 

71. G.S.R. 27(E), dated 22-01-1993 Corrigen¬ 

dum 

72. G.S.R, 28(E). dated 22-01-199- 

73. G.S.R. 86(E), dated 26-02-1993 

74. G.S.R. 296(E), dated 2--03-199.1 

75. G.S.R, 373(E), dated 13-04-199.3 Corrigen¬ 

dum 

76. G.S.R. 374(E), dated 13-04-1093 Corrigen¬ 

dum 

77. G.S.R. 447(E), dated 10 06-1993 Corrigen¬ 

dum 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E),dated 27-10-1993 

80. G.S.R. 108(E), dated 22-02-1994 

81. G.S.R. J09(E), dated 22-02-1994 

82. G.S.R. 370( E), dated 7-04-1994 

83. G.S.R. 466(E), dated 17-05-1994 

84. G.S.R, 615(E), dated 9-08-1994 

85. G.S.R. 65y(E), dated 31-08-1994 

86. G.S.R, 676(E), dated 6-09-1994 

87. G.S.R. 811(7), dated 14-1.1-1994 

88. G.S.R, 812(E). dated 14-11-1994 

89. G.S.R. 8.50(E), dated 7-12-1994 

90. G.S.R. 55(E). dated 7-02-1095 Corrigen¬ 

dum 

91. G.S.R, 59(7), dated 7-((2 1995 

92. G.S.R, 93(E). dated 24-0,3-1995 
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